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DETAILED ACTION 
Specification 

1 . Applicant is reminded of the proper content of an abstract of the disclosure. 

A patent abstract is a concise statement of the technical disclosure of the patent 
and should include that which is new in the art to which the invention pertains. If the 
patent is of a basic nature, the entire technical disclosure may be new in the art, and the 
abstract should be directed to the entire disclosure. If the patent is in the nature of an 
improvement in an old apparatus, process, product, or composition, the abstract should 
include the technical disclosure of the improvement. In certain patents, particularly 
those for compounds and compositions, wherein the process for making and/or the use 
thereof are not obvious, the abstract should set forth a process for making and/or use 
thereof. If the new technical disclosure involves modifications or alternatives, the 
abstract should mention by way of example the preferred modification or alternative. 

The abstract should not refer to purported merits or speculative applications of 
the invention and should not compare the invention with the prior art. 

Where applicable, the abstract should include the following: 

(1 ) if a machine or apparatus, its organization and operation; 

(2) if an article, its method of making; 

(3) if a chemical compound, its identity and use; 

(4) if a mixture, its ingredients; 

(5) if a process, the steps. 

Extensive mechanical and design details of apparatus should not be given. 

2. The abstract of the disclosure is objected to because the abstract comprises 
more than 150 words. Correction is required. See MPEP § 608.01(b). 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 1 and 5 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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5. In claim 1 there exits an inconsistency between the language in the preamble 
and that of the body of the claim, thus making the scope of the claim unclear. In the 
preamble, line 1, applicant recites M a retaining clip" with the bone screw being only 
functionally recited, i.e. "For an intervertebral disc replacement device having a flange 
defining at least one bone screw hole for receipt therethrough of a bone screw", thus 
indicating that the claim is directed to the subcombination, " a retaining clip". However, 
in line 9, applicant positively recites the bone screw as part of the invention, i.e. "at least 
one lateral flange extending from said body member, partially received over a portion of 
said bone screw...", thus indicating that the combination, a retaining clip and a bone 
screw, is being claimed. As such, it is unclear whether applicant intends to claim the 
subcombination or combination. Applicant is hereby required to indicate to which, 
combination or subcombination, the claim is intended to be directed, and amend the 
claim such that the language thereof is consistent with this intent. For examination 
purposes claim 1 will be considered as being drawn to the subcombination, a retaining 
clip. 

6. There exits an inconsistency between the language of claim 1 and that of the 
claim 5 dependent thereon, thus making the scope of the claim unclear. In the preamble 
of claim 1 , line 3, applicant recites "a retaining clip" with the at least one mounting hole 
being only functionally recited, i.e. "For an intervertebral disc replacement device having 
a flange defining at least one bone screw hole for receipt therethrough of a bone screw 
and defining at least one mounting hole", thus indicating that the claim is directed to the 
subcombination, "a retaining clip". However, in claim 5, lines 1-3, applicant positively 
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recites the mounting hole as part of the invention, i.e. "said at least one mounting 
hole....", thus indicating that the combination, retaining clip and the at least one 
mounting hole, is being claimed. As such, it is unclear whether applicant intends to 
claim the subcombination or combination. Applicant is hereby required to indicate to 
which, combination or subcombination, the claims are intended to be directed, and 
amend the claim such that the language thereof is consistent with this intent. For 
examination purposes claims 1 and 5 will be considered as being drawn to the 
subcombination, a retaining clip. 

Claim Rejections - 35 USC § 102 
7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in.the United 
States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 
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8. Claims 1 , 3, 4, and 7 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Assaker (U.S. Patent 6,652,525). 

Regarding claim 1, Assaker discloses a device comprising a body member 
having a first side, a hook flange extending from the body member, and at least one 
lateral flange extending from the body member (see Figure 1 below). Regarding claim 3, 
Assaker discloses a device wherein the body member further comprises at least one 
attachment member protruding from the first side of the body member. Regarding claim 
4, Assaker discloses a device wherein the hook flange includes a clip member 
protruding from therefrom in a direction toward the first side of the body member. 
Regarding claim 7, the at least one attachment member is capable of being used as a 
snapping attachment member. 

Figure 1 



9. Claims 1 and 2 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hameister (U.S. Patent 4,457,484). 




Flange 



Body Member 



Hook Flange 



Clip Member 
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Regarding claim 1 , Hameister discloses a device comprising a body member 
having a first side, a hook flange extending from the body member, and at least one 
lateral flange extending from the body member (see Figure 2 below). Regarding claim 2, 
Hameister discloses a device wherein the at least one lateral flange extending from the 
body member comprises two lateral flanges extending from the body member in 
substantially opposite directions. 

F{ Z me2 Hook Member 




Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having, ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

11. Claims 8, 9, and 12-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rygg (U.S. Patent 3,278,107) in view of Powers (U.S. Publication 
2005/0033430). 

Regarding claim 8, Rygg discloses a kit comprising an applicator and clip. The 
applicator includes a first applicator arm and a second applicator arm each extending in 
substantially the same direction from a common bending elbow (see Figure 3 below). 
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The kit further includes a first clip removingly secured to the first end of the first 
applicator arm. Regarding claim 9, Rygg discloses an applicator wherein the first 
applicator arm includes a protruding member extending from the first end of the first 
applicator arm. Rygg fails to disclose the kit comprising an enclosure (claim 8). Powers 
teaches an enclosure capable of holding a set of sterilized surgical instruments that is 
made of a non-permeable material, such as plastic (page 2 paragraph 021), and the 
enclosure is sealed and devoid of substantially moist air by using a seal or cover that is 
removably attached to the enclosure (page 2 paragraph 023) in order to maintain the 
sterility of the surgical instruments until such time as the instruments are to be assessed 
(page 2 paragraph 020). It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to manufacture the device of Rygg wherein the 
device included an enclosure capable of holding a set of sterilized surgical instruments 
in view of Powers in order to maintain the sterility of the surgical instruments until such 
time as the instruments are to.be assessed. 

Allowable Subject Matter 

12. Claims 6, 10, and 1 1 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

13. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892 for cited references that the examiner felt were 
relevant to the prior art. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nicholas Woodall whose telephone number is 571-272- 
5204. The examiner can normally be reached on Monday to Friday 8:00 to 5:30 EST.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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